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DETAILED ACTION 

Response to Arguments 

Applicant's arguments filed 12/30/08 have been fully considered but they are not 
persuasive. The Examiner would like to clarify the Applicant's comments regarding what 
the Examiner considered Nunez to disclose. Applicant alleged that Nunez was not 
believed to teach a bulbous section by the Examiner. This is incorrect, what Nunez did 
not explicitly disclose was to have a smaller diameter section transitioning from a 
bulbous section to be located on the opposite side of second smaller diameter section. 
For example, Nunez illustrates (Fig. 5) a small diameter and large diameter (bulbous) 
seamlessly woven. However, Nunez did not illustrate the second smaller diameter 
section on the opposite side of the large diameter section. 

In response to applicant's argument that there is no suggestion to combine the 
references, the examiner recognizes that obviousness can only be established by 
combining or modifying the teachings of the prior art to produce the claimed invention 
where there is some teaching, suggestion, or motivation to do so found either in the 
references themselves or in the knowledge generally available to one of ordinary skill in 
the art. See In re Fine, 837 F.2d 1071 , 5 USPQ2d 1596 (Fed. Cir. 1988) and In re 
Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, Yachia discloses 
that the prosthesis includes a graft and is thus a relevant teaching. The Examiner was 
relying on the teachings of Yachia solely for its structure in cross-section, a first 
diameter section, a bulbous section and a second diameter section on the opposite side 
or flanking the bulbous section. Second Nunez already provides the basis for modifying 
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the prosthesis since a seamless transition region is disclosed to provide a change in 
diameter in the prosthesis. Thus, one of ordinary skill would be highly capable of 
creating a prosthesis with the shape as taught by Yachia by just altering the prosthesis 
of Nunez to transition from the large diameter to form a second seamless transition on 
the second side to thus create a bulbous section in the middle or center of two smaller 
diameter sections. 



Specification 

The specification is objected to as failing to provide proper antecedent basis for 
the claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01 (o). Correction 
of the following is required: the new limitation that "said woven portions of said 
first tubular end, said second tubular end and said bulbous woven section are 
seamlessly transitioned, with continuous warp yarns common to each of said first and 
second tubular ends said bulbous woven" was not found in the written disclosure. 



Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-7,10,12,14-16,18-21,24-29,31-36,38-41,44-56,59-64,79,82,85,88,91 
are rejected under 35 U.S.C. 103(a) as being unpatentable over Nunez et al. (5800514) 
in view of Yachia et al. (2004/93065). Nunez et al. show (Figs. 3, 8) an implantable 
graft having a flat-woven tubular portion (130) and a bulbous woven section (120) 
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contiguous with the first section. Nunez et al. disclose that the varying diameter 
implantable graft has a continuous warp yarns to form a seamless body, col. 3, lines 45- 
47,50,51, 54-58. It is known that a woven fabric in forming its weave has the warp yarns 
in a continuous length, see Edenbaum (5445599). Thus, the warp yarns in the seamless 
tubular prosthesis of Nunez would be continuous and common along the length of the 
prosthesis. Nunez et al. also disclose that the woven graft has the engagingly 
interlaced yarns between the bulbous end and tubular section are provided with a 
seamless transition, col. 9, lines 58-61 . In order to transition from one diameter to 
another, Nunez discloses the bulbous section includes an increase of at least three 
warp yarns for every two fill yarns, col. 10, lines 46-52,64,65. Nunez also discloses that 
a graft can have three sections with the second section being contiguous with the first 
section and including a different diameter and the third section being different than the 
second, col. 4, lines 29-45. It can be interpreted that more longer warp yarns are used 
to form the bulbous portion or larger diameter, since a tubular portion has the same 
number of warp yarns maintained to keep a constant diameter, (col. 9, lines 
12,13,16,17) and thus there is spaced apart locations where the engaging and 
disengaging of the threads of warp yarns with fill yarns begin and end with the bulbous 
area. However, Nunez et al. do not explicitly state the middle section is bulbous or that 
a third section has a diameter the same as the first section. Yachia et al teach (Fig. 6) a 
graft or stent-graft that has a bulbous section (610) for use in a peristaltic organ, 
paragraph 38. The two ends of same diameter flanking the central section stabilize the 
central section, this is known and common sense. It would have been obvious to one of 
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ordinary skill in the art to utilize the teaching of Yachia and include the third section of 
the same diameter as a first section that flanks a central section for the graft of Nunez et 
al. such that it better stabilizes the device and can be used in areas such as the 
esophagus. 

Regarding claims 2,3,50,51 Nunez discloses the number of warp yarns are equal 
to maintain the same diameter and thus these sections would be the same, col. 9, lines 
12-18. 

With respect to claims 4,5,33,34,49,52,53 Nunez discloses the diameter can be 
about 2mm greater for the bulbous portion than the tubular portion of which can be 
10mm. 

Regarding claims 6,35,55 Nunez et al. also disclose the weave can be a plain, 
basket, twill or velour type, col. 10, lines 32-35. 

With respect to claims 7,36,56 Fig. 3 shows the woven pattern is the same for 
the tubular portion and the bulbous section. 

Regarding claim 14, the yarn can be monofilament or multifilament, col. 10, lines 

15,16. 

With respect to claims 15,16,18,19,38,39,59 Nunez et al. additionally disclose 
polymers, such as polyethylene can be used for the yarns, col. 10, lines 8,9,14. 

Regarding claims 1 0,1 2,20,21 ,40,41 ,60,61 Nunez et al. disclose the yarns can 
be single ply, preferably have a denier from 40-300, thus it can be 70, and made of 
polyester and can be twisted yarns, col. 10, lines 17,18,27-31. Nunez does disclose 
multiple filaments, but Nunez does not explicitly disclose including 54 filament. It would 
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have been obvious to one of ordinary skill in the art at the time the invention was made 
to use 54 filaments, since it has been held that where the general conditions of a claim 
are disclosed in the prior art, discovering the optimum or workable ranges involves only 
routine skill in the art. In re Aller, 105 USPQ 233. 

With respect to claims 27-29,44-46, Nunez discloses the graft can be crimped, 
col. 11, lines 37-39. 

With respect to claim 31 , Figs. 15,16 of Nunez illustrate multi-lumen tubular 
structure. 

Regarding claims 82,85,88,91 , Nunez et al. disclose that the number of warp 
yarns vary as the transition goes from a smaller diameter to a larger diameter, col. 4, 
lines 25-27. 

Claims 9,1 1 ,1 3 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Nunez et al. '514 in view of Yachia et al. (2004/93065) as applied to claim 1 above, and 
further in view of Schmitt (5383925). Nunez et al. as modified by Yachia is explained 
above. However, Nunez in view of Yachia fail to disclose the use of different yarns or its 
properties. Schmitt teaches that different yarns (inherently possessing different deniers 
and densities) can be used in vascular grafts to provide different structural 
characteristics, col. 3, lines 63-66. It would have been obvious to one of ordinary skill in 
the art to use different yarns as taught by Schmitt with the graft of Nunez as modified by 
Yachia such that it provides a more compatible and versatile prosthesis capable of 
accommodating the patient's anatomical needs. 
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Claims 30,37,57,80,83,86,89 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Nunez et al. '514 in view of Yachia et al. (2004/93065) as applied to 
claims 1,32,35,49,55,79 above, and further in view of De Paulis (6352554). Nunez et 
al. in view of Yachia is explained supra. However, Nunez as modified by Yachia et al. 
fail to disclose the portion of the graft being bulbous has a different pattern or includes a 
valve. De Paulis teaches (Fig. 5) a vascular graft having a valve in a bulbous, different 
pattern section of a graft. De Paulis also teaches that the different pattern (col. 5, lines 
28-30) enables the graft to enable pressure to be reduced at the coronary ostia, col. 6, 
lines 42-45. DePaulis also shows (Fig. 2) the bulbous portion can be formed such that it 
is generally spherical to accommodate the anatomy of where it is placed. It would have 
been obvious to one of ordinary skill in the art to use a different pattern and valve as 
taught by De Paulis in the graft of Nunez et al. as modified by Yachia et al. such that it 
can be used in the coronary ostia when repairing an aorta. Additionally, it would have 
been obvious to one of ordinary skill in the art to form the bulbous portion with a 
generally spherical shape as taught by DePaulis in the graft of Nunez et al. as modified 
by Yachia et al. such that it more closely matches the anatomy of where it is implanted. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian E. Pellegrino whose telephone number is 571- 

272- 4756. The examiner can normally be reached on M- F (7am-5:30pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on 571-272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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